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HAEPKHIKCITYKBA
AEPIKABHA CIIYIKBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOTIO 34
HAPKOTHUKAMB ¥ BIHHRIUBLEKIA OBJIACTI
BYIL Xesnasisre oce, 7, . Binsnug, 21036, (0432) 66-07-69, 66-03-3]
E-mail: dlsm@dis. gov.ua, hifpsitegion, dis.eov.ua Kon PTGV 37084828

BUCHOBOK.
PO AKICTH BBE3EHOr0 B VKpaiHy nikapeskoro 3acoby

11.09.2023 ' N 45747133702

- CAIBIHKION

.(uaﬁ?,scﬁyunsm; JKAPCLROTE 33c00y 4TI0 T peceTiamingme NOCBIAMEHEIM)
ropomiok, 400 Me/S Mt T PosuHEHEK Ay posduny wig in'eruilt; § DAAKOHIR 3 TOPOLIIOM | 5
aMTyA 3 pozummkon (L-nismm (50 % Bozanit posaun), v mepepaxypanui ud L-riznn, garpio
TIAPOKCHIL, BOXY Js {8 exttiif) 1o 5 Mt ¥ KONTYpHil vapysxosiit VHEAKOBW; 10 | Kowtyprii
YAPYAKORIHE yiakosu v masi

Howamemng ciysbe

(popua sRmyoKy, NOSYRILER, DI TAKYBAHHS AIAPCLROTO FHC0y}

Howep peectpanitinois nocainsemon UA/IS300/01/01 cipor aff peectparsiiitioro mochimsstis iotveserni

Cepis mikapeskoro sacoby Ne 22 102488 Kinexiers seesenoro sikapeskoro sacody 8824 v,
. BIOMEIIKA GOCKAMA IHIVCTPIA KIMIKO GAPMACHIOTIKA
Bitpobinic . .
- CHA, Iramg: . _ .
(naiveiysagns }m'pnfiﬁ'mca-ﬁimpcﬁcam-sawﬁy, KpaTHE TOXOBKEHHS)
Bredeno & Yepainy. CuiinpHe yXpaiHcEKo-iCIancE e MAnpHEMCTED y-hopui roBapHCTEA 3

-OOMTIKEHOK Biarori FunmicTio "CHEPED VKPATHA" inesr. xox
20112362 e - : _ s
(ratimenyrauis ta kon ta CAPTIOV opunmme? ocobn aGo npisiie, 1494, 70 Garuroni Mansmo?
‘oeofi ~ miAuprenis, T micue FORABE T peecTpaiiiiuiil novep oBaTkeBOL KA mrrTIYRa

soxariin abd cepix To HOMep nACTIOPTE)

- Hporokon eisyansrere koprpomo rig 01.09.2023 & 349/0/01.02-23/6.

30 PESYRETATAMM ARPHABRONG KOUTPOMD BCTAHOBARHD, Lo HIKADCERHH 33676 3563610 1 Yxpaiuy 3 JOTPUMAHHEM
BUMOT SRKOHOMMBCTRA HI0A0 Ja0ereda i sKoeT] Rixaperrux sacobis.

(noeanoss ocoba.oprany fepmanio
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HJEPAABHA CIOYXBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥ KHIBCHKII OBJACTI

npos, CeiTausuol Haail, 3, m.Kais, 02099, ten/axc: (044} 576-40-41
E-mail: dls.ko@@dls.gov.ua, Kog €4PIIOY 37078774

BHUCHOBOK
APO AKiCTs BBE3eHOTO B YKpainy nikapceKoroe 3acody

06.05.2025 Ne 20442/25/10

AJEITAKIIOJX

(naiiMeHyBanHA NiKAPCLROED 3acoBy 3rinHo 3.precTpaliitimm mocsingenian)
nopotor, 400 Mr/5 31 Ta po3uHAMHK 37 po3uHEY nan in'exuiii; 5 puaxonis 3 noponmons i 5
apmya 3 posunnHukomM (L-nisun (50 % Boaunii posunn), y nepepaxysansi na L-niznn,
HATPII0 FIAPOKCHK, BoaY A il exuiil) no 5 Ma y KONTYpHIf uapymicosiit ynaxonni; mo 1
KOHTYpPHil yapyHKoBiil ynakesui y nauni

{GopMa BHItYCKY, AOYBAHHA, BT HAKYBANIIT MTKapeLKorD 3acafy)
Homep peectpaniiinoro nocsimenss UA/15300/01/01 crpox aii peectpanitinoro nocsigsenus 01,01,2099
Cepin mxapcekoro sacody Ne 2310276 KinbkicTs BBeacHore nikaposkero zacoby 9144

BIOMEJIIKA @OCKAMA THAYCTPIA KIMIKO ®APMACBIOTIKA

Brpobunx ! .
P CIIA, Tranis
(Hafisrerrynanus BRpoGHAKa NikapeLKora 3acoby, Kpalkn NOXOLREHHN)
Bacseno B Vipainy Ciiapne ykpailHCbKO-eCTONHCBKE MANPHEMCTBo ¥ GopMi TorapHcTBa
3 obmeswenoro sinnosiganasricTio “Onrima-Mapm, AT, ixewer, xon:
21642228

(naiivenyranas ta xon 38 €APIIOY opnagysol ocodn abo npizsnute, iv's, no Satbkosi dhizuywo
0CeGH - BEANPHEMILH, T MicuCc TPAHBIRER Ta peecTpauiiinitii HoMep 08:ikopoT KapTK: NNATHHKE
NOAATKIB afio cepia Ta HOMED DacnopTa)

fIpororon sizyarsHoro kosrpomo eix 06.05.2025 N 1332/1.

32 pe3yasTATAMil ACPKABHOFO KOHTPOMO  BCTAHOBAGHO, O  AIKAPCHENNR f
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PR(i)DUCT
CEPTUDIKAT SIKOCTI CEPII JIIKAPCLKOT'O 3ACOBY

Name of product / Hassa npozyxry ADECYCLOL, powder, 400 mg/5 m! and
(strength, dosage form, package size and solvent for solution for injection,j 5 vials with
type / nosysaums, mixapcka dopma, powder and 5 ampoules 5 ml with solvent (L-
poamip i Tun ynaxkosxm) lysine (50 % aqueous solution), eqﬁivalent to L-
lysine, sodium hydroxide, water for injection)
per blister; 1 blister per carton pack with the
marking made in Ukrainian langua]ge

AJQEDHUKIOJ, nopomox, 400 Mmr/S mu Ta
POSUHHHMK JUIT  PO3YMHY JUIst  iH’exuilf, S
(rakonis 3 mopommoM i 5 amryn 3
posuynaHuKoM (L-nizun (50 % Bomuuit pO34HI),
¥ nepepaxysanui Ha L-isun, marpio rigpokcus,
BOLY Wt Im'eKuif) mo 5 mn y xomrypHil
HapYHKOBIX  ymaxosui; no | KOHTYpHIH
YapyHKoBiff ymaxosmi y madmi 3 mapxysanusm
YKPalHCHLKOIO MOBOIO

Active substance / Iiroya peyosuHa Ademetionine 400 mg / Anemerionia 400 mr
‘ l

Manufacturing country / xpaina- Italy / Itasig

BUPOOHUK

MA number / Homep PIT Ne UA/15300/01/01

Batch number and size / Homep Ta 2310276

po3Mip cepii 9144 packs / 9144 naxysans

Date of manufacture / Jlata supo6uunrsa | 12.2023

Expiry Date / Ctpok npugarsocTi 12.2026

Name, address and license number of BIOMEDICA FOSCAMA INDUSTRIA
manufacturing site / Haspa, anpeca i CHIMICO FARMACEUTICA SPA

HOMep Jiinensii Bupobumyol girsHHLi Via Morolense 87, Ferentino (FR), 03013, [taly /

BIOMEIIKA GOCKAMA [HIYCTPIA
KIMIKO ®APMACBIOTIKA CIIA

Bia Moponence 87, ®epentino (FR), 03013,
Irasis

Manufacturing license Ne aM51/2022 /

Jiuensis Ha BupoGHEITEO Ne aM51/2022
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FINISHED PRODUCT (POWDER) /
KIHIIEBWH POTYKT (LIOPOINOK)

Konxoposicry, Po3unny

standard  solution / 3abapeienns
posunny mMae 6yTH He iHTEHCHBHIIIHM
3a erayon BYs.

Indicator / Moxasuux Specification / Crenudikauis Result /
' ' Pesyaprar
Appearance / Onuc White or almost white hygroscopic Complies /
powder / Tirpockomivrmi nopowox | Binnosinac
Gimoro a6o maibie 6ioro KOJIbOpY.
Identification HPLC / Positive versus standard / [TosnTupma Complies /
Inenrngicanin BEPX Y TMOPIBHAHHI 3 €TAIOHHUM Binnosinae
Appearance of the solution / Light yellow coloured clear solution / Complies / N
3osnimmii Buramy posumny | [lposopuit  pozumm  cBiTiO-KOBTOrO Binrrosinae
KOJIBOPY.
Solution cofour / Not more intensely coloured than BYs | Complies /

Binnonijae

(400 mg/vial) / Bumicr
xationy axemeTrioniny
L@OO mr/drakon)

pH 0,9-1,5. 1,4
Water / Boga Not more than 2,5 % / He Ginsmre 2,0 %
2,5 %.

Assay SAM ion (HPLC) / 48,0% to 54,0% (on dry basis) / Bix 53,2%
Kinskicne Busnavennsy 48,0 % 1o 54,0%, Y Hepepaxysanui
KarTioHy afemerioniny Ha CYyXY pevyoBHHY

_(SAM) (BEPX)
Content SAM ion 95% to 105% of the labelled amount / 105 %

Bin 95 % no 105 % BiX 3asBiICHOTO
BMICTY,

Page 2 of §



Related substances HPLC /

Cynyrui gomimxn BEPX
- Adenosine / Anenosun

- Adenine / Anenin

- 5’Deoxy-5’(methyl-
thio)adenosine / 5'reoxcu-
5’-(meTnn-Tio) ageHO3UH

-~ S-adenosyl-L-
homocysteine / S-
aJ{leHo3wI-L-romouncrein

- Decarboxylated SAM /
Hexap6oxcunopannit SAM

- Each unknown impurity /
Koxna neinentudixoana
JIoMinKa

- Total unknown impurities /
Cyma neinentadikosanmx
JOMIIIOK

- Total impurities / Cyma
JOMIIIOK '

Not more than 0,2 % /
He 6impure 0,2 %.

Not more than 0,2 % /
He 6inpuue 0,2 %,

Not more than 1,7 %/

Not more than 1,7 %

Not more than 0,2 % /
He 6inpiue 0,2 %.

Not more than 1,0 % /
He 6inpure 1,0 %.

Not more than 0,2 % /
He 6ineme 0,2 %.

Not more than 1,0 %/
He 6inpie 1,0 %

Not more than 4,0 % /
He 6inpe 4,0 %.

0,0 % (0,01)

0,1 % (0,14)

0,3 % (0,28)

0,1 % (0,09)

<Limit of
Detection /
<Mexi
BHSIBICHHSI

0,0 % (0,01)

0,0 % (0,03)

0,6 % (0,55)

TLC / TIIX
L-Homoserine / L-romocepun | Not more than 0,45 % / <0,45 %
He 6insure 0,45 %
2-amino-4-butyrolactone / 2- | Not more than 1,0 % / <0,50 %
aMiHo-4-6YTHPOTAKTOH He Ginpwe 1,0 %
S,S isomer / S,S-isomep Not less than 65 % / He menwe 65 % | 70 %
Dissolution time / Yac Not more than 120 sec / He 6inpie 105 sec /105
PO3IYNHEHUN 120 c. CeKYH
Assay SD4 (IC) / Kinskicue | 46,0% to 52,0% (on dry basis) / Big | 46,3%
BusHavyennsn SD4 46,0 % no 52,0 %, y nepepaxysamui
Touna xpomarorpadin (IX) Ha CYXY PEYOBHHY.
Sulfates / Cynodarn Not more than 1,0 %/ 0,0 % (0,01)
He 6inpmre 1,0 %,
Not more thag/Qt 0,0 % (0,02)

Chlorides / Xnopunn

Uniformity of mass /
Opnopinnicrs, Macn

Complies /
Bignosinae

Page 3 of §



Content unifermity/ / Complies Complies /
Omvopinmicrs BMicTy Binnosigae
Particulate contamination

(invisible particles) /

Mexaniuni Brmovenns > 10 mem -
(neBaanMi 9acTKR) Not more than 6000/vial / 90/vial / > 10 mim
2 10 mem /> 10 Mxm He Ginpime 6000/¢naron. = 90/thnaxon

225 mem /225 mim

Not more than 600/vial / > 25 mem - 6/vial

He Ginpme 600/dpnaxon. /> 25 MxMm -
| 6/uaxon
Particulate contamination The solution contains no visible | Complies /
(visible particles) / particles. / Posumy ge Mictuts | Bigmosinae
Mexaniuni smovenns BUITUMHX YacToK,
| (Baammi wacricn)
Sterility / Crepasbhicrs Sterile / Crepunbuuii, Complies /

Bianosinac

Bacterial endotoxins /
bakrepiansui CHAOTOKCH K

Toxicity / Toxcmanicrs

Not more than 0,250 [U/mg /
He 6insie 0,250 MO/mr

Absent / Bincytas

< 0,048 IU/mg /
< 0,048 MO/mr

Complies /
Bignosinae

FINISHED PRODUCT (SOLVENT) /

KIHIEBMA ITPO Y

YKT (POSYHHHHIK)
BATCH /CEPISL: 2490204

Expiry Date / Crpox upunarnocri: 12/2029

Indicator / Hoxazuux

Appearance / Omnc

Colour of solution /
Koanoposicrs PO3UMny

Specification / Crienndpixcanist Result/ ““]
' Pesyabrar
Light, yellow liquid / Piznna cBiio- | Complies /

‘34 eTanon Y.

XKOBTOTQ KOJILOPY. Bignosigae
Not more intensely co loured than Y—f Complies /

standard  solution 3abapsnenns | Bixmosigae
PO3YHHY Mae OyTu e iHTeHCHBHILHM

o BUTATAETHCH

Lysine 'lssay/Kiuuciche 6,5% to0 7,4% / Bin 6,5 % no 7,4 %. 7,2 % T
BH3HAYCHHA Ji3nny
Extractable volume / 06’em,

He menme 5,0 MIl/amiryna, 5,2 Mi/amnya

pH

10,0 to 11,0/ Bin 10,0 o 11,0.

Not less than 5,0 ml/ampoule / / 5,2 ml/ampule /
|

10,2 ]

Particulate contamination
(invisible par ticles) /
Mexanivni Bisowenns
(HeBHAMMI HYACTKH)

2 10 mem / >10 mim

2 25 mem /225 mim

> 10 mem -
61/vial /> 10
MKM - 61/hrrakon

Not more than 6000/vial /
He 6Ginpme 6000/¢uraxon.

Sterility / Crepuanmicrs

Bacterial endotoxins /
bakrepianbui CHIOTOKCHITH

Not more than 600/vial / >25mem -

‘He 6insiue 6007¢) gzt 2/vial /> 25 mum
- 2/durakon

Sterile / Crepﬁg Complies /
Binnosigae

Not more tha < 0,06 IU/mg /

He Ginsime 0, < 0,06 MO/mr

Page 4 of 5




The batch meets the requirements  of QM for MA Ne Up/ 15300/01/01.
Cepis BinmoBinae pumoran MK mo PIT Ne UA/ 15300/01/01.

The packing, labeling and expiry date correspond fo the requirements of QCM. / Ynaxonka,
MapKyBaHHS Ta TepMin HPHIATHOCTI BiANOBIRAIOTE BuUMOram MICS.

Storage: Store in original packaging at a temperature below 25 °C. The solution obtained after
reconstitution with the solvent may be kept for not more than 6 hours at a temperature of 2 °C to
8 °C and for not more than 2 hours at a temperature below 25 °C. / 36epirati B opurinansii
YNIaKkoBLi Tpu TeMIieparypi me Bume 25 °C, Posunn, orpamanuii MCAs  BigHOBIEHHS
POSHHEHAKOM, 36epiraty He Ginpme 6 FOMMH npy Temnepatypi Bix 2 °C no § °C i He Ginpwe
2 ronuH npy TeMneparypi ve sume 25 °C,

in full compliance with the EU GMP requirements assigned by the local health authority and also
in accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP requirements and were signed by the
responsible persons of the above mentioned manufacturer, / LlaM s minrsepmxyio, [0 HaBeneHa
BHIE iH(opMmanis e HOCTOBIPHOIO Ta TOYHOIO, Ll cepis mpopyxnit Oyna Burotoniena,
BIUIIOYAIOUH  MTaKyBaHHs, MapKyBaHHS Ta INpPOBEIEHHS KOHTPOMIO 1i AKOCTI Ha 3asHaueni
BHPOSHMYIN ninauni Y TIOBHIH BimmoBimwocti 3 Bumoramu GMP, Bcranosnenmmu MICLIEBHM
PeTyIsITOprM  opranom, a  Taxon BIAIOBIAHO  mo cnenuixauni, wo Mmicrarpes n
peectpauiiinomy nocoe, SaTBepmxeHoMy B Yipaini mug JOCIiDKyBarOoro TMKaPChKOro 3acoy.
[Iporoxonn BUPOOHHITBA, MaKysamms Ta TIPOBENCHHS anaNi3iB Gyu nepeBipeni, BCTaHoBIICHO
BIATIOBIAHICTS BHMOraMm GMP ra niznucano BIITIOBINAEHUMY 0coGamy BHpoGHHMKA.

Compiled by/Iliarorosneno: Issued by/Bugnano:
Quality Control/KonTposs sxocri: Qualified Person/y IOBHOBa)XeHa 0cofa;
Dr Mariaelena Moro/ H-p Mapienena Mopo Dr. Francesco Solinas/ d-p  ®panvecko

Conixac

Release date: / Jlara BUnycky 8 o6ir: 18.02.2025

7
Signing date//Tata niamuey: 07.05.2025
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